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DETAILED ACTION 

Examiner acknowledges receipt of request for continued examination under 37 CFR 
1.114, request for extension of time, IDS, amendment and remarks, all filed 8/22/06. Claims 6, 
7, 10, 1 1, 50-53, 55 and 56 are canceled. Claims 1-5, 8, 9, 12-37, 39, 40, 45-49 and 54 are 
pending. 

Continued Examination Under 3 7 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this appUcation after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. AppUcant's submission filed on 8/22/06 has been entered. 

Response to Arguments 
Any rejections not reiterated herein are withdrawn. 



Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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4. Claims 1-5, 8, 9,12-37, 39, 40, 45-49 and 54 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is new matter rejection. 

Claim 1 is amended such that gastric retentive drug is incorporated in a matrix of at least 
two biocompatible, hydrophilic polymers. Applicant points to paragraphs at page 21, line 20 to 
page 22, line 3 and Examples 1 and 2 as providing support for the amendments to claim 1, 8, 9, 
13-17 and 22. However, the paragraphs at page 21, line 20 to page 22, line 3 and Examples 1 
and 2 contemplate the use of "combinations" of different polyethylene oxide with the 
polyethylene oxide differing in molecular weight. Examples 1 and 2 use two polyethylene oxide 
polymer differing in molecular weight. Thus, these paragraphs do not provide support for the 
new limitation of the claims. Paragraph [0051] of the published application states "at least one 
biocompatible, hydrophilic, erodible polymer" and not at least two. 

Claim 12 recites molecular weight of "above 2,000,000" and low molecular weight of 
less than 2,000,000. This claim broadens the claims and the upper end for the high molecular 
weight is limitless or infinite. Same is true for the lower end of the low molecular weight. 
There is no support for polyethylene oxide having molecular weight that open ended for infinite 
molecular weight for the high molecular weight polymer. Similarly, the low molecular weight 
polymer has disclosed molecular weight range. 
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The above rejection may be overcome by removing the new matter from the claims. A 
range of molecular weight may be claimed in claim 12. 

5. Claims 30-36 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 30 recites that the active agent is water-soluble and the water-soluble agent is 
rendered sparingly soluble. It is unclear how a water-soluble agent is made sparingly water 
soluble by a vesicle. 

Specification 

6. The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: 

Claims 8 and 9 recite poly(ethylene oxide-co-propylene oxide) and the specification fails 
to provide support for this copolymer. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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8. Claims 1-5, 8, 12-23, 26-34, 36, 37, 39, 40, 45-49 and 54 are rejected under 35 
U.S.C. 102(b) as being anticipated by Shell et al. (US 5,972,389). 

Shell discloses a controlled release oral dosage form that comprises drug particles 
dispersed in swellable/erodible polymer where the erodible polymer is polyethylene oxide; the 
dosage form is formulated as tablet or capsule and liposomes or nanoparticles or enteric-coated 
drug particles are examples of drug containing vesicles that can deliver drags to the site of 
interest (abstract, column 1, line 48 to column 2 line 36, column 3, lines 26-44, column 4, lines 
5-18, column 7, lines 60-62, column 8, lines 4-55). Ciprofloxacin (column 5, line 10), bismuth 
subsalicylate, bismuth citrate, antibiotics such as amoxicillin, tetracychne, chlarithromycin, 
thiamphenicol, metronidazole which are Helicobacter pylori eradicating drugs (column 5, lines 
46-49 and claims 6-9) and meets claims 26, 27 and 28; gastric lowering agents such as 
omeprazole, ranitidine, cimetidine, famotidine (column 5, hnes 49-55) are examples of drugs 
delivered by the dosage form of Shell. Shell also teaches that nifedipine, acyclovir, alprazolam, 
phenytoin, carbamazepine, clozapine, lovastatin and nitrofurantoin are other drags that can be 
delivered by the vesicle (claim 5). 

The molecular weight of the polyethylene glycol in Shell ranges from 1 X 10^ to 7 X 10^ 
kD (claims 3 and 4). The weight ratio of drag to polymer is 2:3 to 9:1 (column 8, lines 26-31). 
Claims 2-5 are directed to the property of the dosage and since a property of a composition is not 
separable from the composition, and in this case the dosage form. Shell meets scope of the 
limitations of the claims. Claim 1 is a dosage form that comprises a pharmacologically active 
agent and at least two polyalkylene oxide polymers. Shell discloses composition that contains 
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two types of polyethylene oxide (PEO), one PEO has a molecular weight of 2,000,000 and the 
other has a molecular weight of 5,000,000 (column 14, lines 14-20) meeting the molecular 
weight requirements of claims 1, 8, 9, 12-15. Shell teaches a range of drug to polymer and one 
of the points in the taught range in Shell anticipates a point in the recited range in claims 13-16. 
The solubility of the active agent at the designated temperature is a property of the active agent 
and since no specific active agent is recited. Shell meets the limitations of the claims. Also the 
molecular weight of the active agent is a property of the active agent and because the instant 
claims have not recited any drugs that would have the molecular weight recited in instant claim 
21 and because some of the drugs recited in the claims are the same as those taught by Shell, 
Shell meets the limitations of claim 21. 

Shell contemplates the use of nanoparticles, nanospheres and enteric-coated drug 
particles and nanoparticles (column 2, lines 29 and 30). The disclosure of liposomes, particles 
and nanoparticles and nanocapsules and nanospheres (column 2, lines 29-3 1) meet the 
limitations of claims 30-33. The dosage forms of Shell are incorporated in vesicles such as 
liposomes, nanoparticles, protenoid microspheres, pharmacosomes, etc. and are enteric coated 
(column 3, lines 43-49) meeting claims 30-33. Therefore, the teachings of Shell meet the 
limitations of the claims. 

Response to Arguments 

9. AppUcant's arguments filed 8/22/06 have been fully considered but they are not 
persuasive. 

Applicant argues that shell does not teach or suggest dosage forms that contain more than 
one polymer. 
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Response: 

Shell specifically discloses a dosage form comprising two drugs nifedipine and 
triamterine and two polyethylene oxide polymers that dififer with respect to the molecular weight. 
Applicant is herein referred to Example 7 and column 14, lines 9-3 L 



Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shell et al. (US 
5,972,389). 

Shell is discussed above. Shell discloses formulations in which one of the drugs is 
phenytoin, an anticonvulsant drug. Shell fails to disclose composition that contains topiramate. 
However, topiramate is also an anticonvulsant drug. Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to prepare compositions that 
contain phenytoin as the active agent and one anticonvulsant drug can be used in place of the 
other with the expectation of producing anticonvulsant effect in a subject. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are imsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this appUcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubUshed appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
appUcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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